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DIREZIONE GENERALE DEI DISPOSITIVI MEDICI E DEL SERVIZIO FARMACEUTICO
UFFICIOQ I - AFFARI GENERALI E PRODOTTI DI INTERESSE SANITARIO DIVERSI DAI DISPOSITIVI MEDICH

D.G.D.M.F/1.5.1.d.2/2012/32
IT/2012/00038/AUT
IL DIRETTORE
VISTA la direttiva 98/8/CE del Parlamento europeo ¢ del Consiglio, del 16 febbraio 1998, relativa
afl"immissione sul mercato dei biocidi;
VISTA la Direttiva 2008/81/CE della Commissione del 29 luglio 2008 recante modifica della
direttiva 98/8/CE del Parlamento europeo ¢ del Consiglio al fine di iscrivere il difenacoum come
principio attivo nell'allegato I della direttiva;
VISTO il Regolamento n. 528/2012 del Parlamento europeo e del Consiglio del 22 maggio 2012,
relativo alla messa a disposizione sul mercato e all’uso dei biocidi;
VISTO, in particolare, I’articolo 31 del regolamento n. 528/2012 relativo al rinnovo delle
autorizzazioni nazionali;
VISTO il decreto direttoriale dell’11 giugno 2012, e successive modificazioni, con il quale ¢ stato
autorizzato con il numero di autorizzazione IT/2012/00038/AUT il prodotto biocida denominato
“DI-RAT WAX?” di cui & titolare la societd Kollant S.r.l. con sede legale in via trieste, 49/53
35121 Padova - Italia; )
VISTO il Regolamento di esecuzione (UE) 2017/1379 della Commissione del 25 luglio 2017
che rinnova l'approvazione del difenacoum come principio attivo destinato all'uso nei biocidi del
tipo di prodotto 14
VISTO che il difenacoum & un candidato alla sostituzione in conformita dell'articolo 10, paragrafo
1, lettere a) ed e), del regolamento (UE) n. 528/2012;
VISTO P’articolo 23, paragrafo 6, secondo il quale 1’autorizzazione di un biocida contenente un
principio attivo candidato alla sostituzione ¢ rilasciata per un periodo non superiore a cinque anni ed
¢ rinnovata per un periodo non superiore a cinque anm,
VISTA I'istanza di rinnovo BC-CA001436-74;
DECRETA

[ autorizzazione del biocida denominato “DI-RAT WAX” autorizzazione numero
1T/2012/00038/AUT — ASSET NUMBER IT-0001834-0000 ¢ valida per 5 anni a decorrere
dalla data del presente decreto.
B’ approvato ¢ fa parte integrante del presente decreto il sommario delle caratteristiche del prodotto
(allegato 1). Si allega copia delle etichette. Le modifiche a tali etichette non rientranti tra quelle
indicate nell’allegato del regolamento di esecuzione (UE) n..354/2013 della Commissione del 18
aprile 2013, possono essere apportate dalla societd titolare autonomamente e sotto la propria
responsabilitd. (allegato 2).

Avverso il presente atto & ammesso ricorse giurisdizionale presso il Tribunale Amministrativo
Regionale competente entro il termine di sessanta giorni, ovvero ricorso straordinario al Capo dello
Stato entro il termine di centoventi giorni.

Il presente decreto viene redatto in duplice originale, di cui un esemplazé;
amministrativa alla societa interessata e I'altro & conservato agli atti di quésto
Roma,

4 st omg . IL DIRETTORE DELLUFFICIO |
ssandro)

potificato in via

RP/DM
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Summary of product characteristics for a biocidal product
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1. Administrative information

1.1. Trade names of the product

Market area Trade name(s)
Italy DI-RAT WAX

1.2. Authorisation holder

Autherisation number

Not defined

Date of the authorisation

Mot defined

Expiry date of the authorisation
Nat defined

Name and address of the Name Not defined
authorisation holder Address Not defined

1.3. Manufacturers of the product

Name of the manufacturer KOLLANT S .l
Address of the manufacturer via Trieste, 48/53 35121 Fadova Italy
Location of mapufacturing sites viag C.Colombo, 7/TA 306030 Vigonove (VE)  ltaly

1.4. Manufacturer(s) of the active substance(s)
BAS number: 26

Name of the manufacturer Activa St
Address of the manufacturer Via Feltre 32 20132 Milan  Italy
lLocation of manafacturing sitas Tezza S.rlvia Tre Penti 22 37050 S Manadi Zevio  ltaly

2. Product composition and formulation
2.1, Qualitative and quantitative information on the composition of the product

BAS number EC number CAS number Common name IUPAC name Function Content (%)
25 259-978-4 56073-07-5 Difenacoum 3-(3-biphanyl-4-yi-1,2,3.4- tetrahydro-1-naphthyl)-4- hydroxycoumarin Active Substance 4.005

2.2, Type of formulation
RB - Bait {ready for use)

3. Hazard and precautionary statements

Hazard statements fiay damage the unborn child. ’
May cause damage to organs BLOOL through projonged or repeated

exposure .

Precautionary staterments Keep out of reach of
children.

Do not

handle until all safety precautions have been read and

uniderstood.

Wear

protechive

gloves.

{F exposed or concerned:Get medical advice.

Dispose of contents to in

accordance with national and international

regulations.
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4. Authorised use(s)

4.1. House mice professional indoer

Praduct type(s} PT14 -
Rodenticides (Pest controf)

Where relevant, an exact Not relevant for rodenticides
description of the authorised use

Field(s) of use Indeor
Tndoer

Categary{ies) of users Industrial, Profassional

Target organisms Scientific name  Common nrame  Davelopment stage
Mus musculus House juveniles io

mouse adults
Application methaod(s)

Method Ball application

Description
Ready-to
use bait to be used in tamper-resistant bait stations

Rate: 40 gr of bait per bait point. if more than one
bait station is needed, the minimum distance between bait stations should be of
5 metres
Ditution: 0%
Timing:
if

5 more than one bait station is needed, the minimum distance hetween bait stations
should he of 5 metres

Pack sizes and packaging material Bait product of 10 or 20 gr
units

Minimum pack size of 1.5 kg up to 25 kg.

Where applicable ’

package Is restricted to separately packed hags with a maximum bag size of 10
kg.

Packaging material: plaslic composile-triple tayer (polyester/ PET
metipelyethylene)

Type of packaging “

Sizefvolume of the
packaging

Waterial of the packaging

Type and
material of closure(s)

Intended user (e_g. professional,
non-professicnal)

B Gompatibility of the product with the propesed
- packaging materiais (Yes/No)

Labeled or Printed Bag/Sack

from
. 15Kg-to25kg
Plastic composite -

Prefabricated bags or serial
production bags , hoth thermal welded

Professional, trained
professicnal

Yes

tabelled or Printed BagrSack - with Inner plastic
liner

from 1.5 Kg - to 10 kg - max size inner liner 10 Kg .

Plastic
compesite '

Prefabricated bags or serial production bags , both thermal
welded

Professional, trained professional
Yes

from 1.5
Kg -to 25 kg

Labelled plastic (HDPE) bucket

Rectangular or
truncated cone bucket sealed

Professional, trained
professional

Yes

LabelladPlastic (HDPE)Bucket- with inner plastic
liner

from 1.5 - to 10 kg - max size inner liner 10 Kg

Labelled
plastic (HDPE) bucket

Rectangufar or truncated cone bucket
sealed
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Professicnal, trained professicnal
Yes

Labelled or
Printed Carton sachet with plastic inner liner

from 1,5-t0 10 kg
single inner plastic bags of up to 10 Kg each

Carton + Plastic
composite

Prefabricated bags or serial production bags , both thermal
welded

Professional, trained professional
Yes

Labelled or
Printed Cardboard with mner plastic liner

1,5-10 kg
single inner plastic bags of up to 10 Kg each

Carlon + Plastic
composite

Prefabricated cardboard

Professional, trained
professional

Yes

4.1.1. Use-specific instructions for use

The bait stations should be visited at

least every 2 to 3 days at the beginning of the treatment and at least weekly
afterwards, in order to check whether the bait is accepted, the bait stations
are intact and to remove rodant bodies. Re-fil bait when necessary

4.1.2. Use-specific risk mitigation measures
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4.1.2. Where specific to the use, the particulars of likely direct or indirect effects, first aid instructions and emergency measures to protect the environment

When
placing bailt stations close to water drainage systems, ensure that bait contact
with water is avoided,

4.1.4. Where specific to the use, the instructions for safe disposal of the product and its packaging

4.1.5. Where specific to the use, the conditions of storage and shelf.ife of the product under normal conditions of storage

shelf life 24 months

4.2. rats-professional- indoor

Product type(s) PT14 - Rodenticides (Pest
contrel)
Whare relevant, an exact Not
description cf the authorised use relevant for rodenticides
Field{s) of use Indoor
indoor
Category{ies) of users Industrial, Professional
Target organisms Scientific name Comman name  Development stage
Rattus norvegicis  Brown Juveniles to
rat " adults
Rattus Roof other jveniles to
rattus rat adults

Application method{s)

Methad Bait application

Description
Ready-to
use bait to be used in lamper-resistant bait stations

Rate: 60-100 gr of bait per bait peint. if more than one
bait station is needed, the minimum distance behwaen bait stations should be of
& metres
Diiution: 0%
Timing:
if

more than one bait station is needed, the minimum distance between bait stations
should be of 5 mefres

Pack sizes and packaging material Bait praduct of 10 or 20 gr
units

Minimum pack size of 1.5 kg up to 25 kg.

Where appiicable

package is restricted to separately packesd bags with a maximum bag size of 10
kg,

Packaging material, plastic composite-triple layer {polyesterr PET
metipalyethylene)

Type of packaging

Sizelvotume of the
packaging

Material of the packaging i

Type and
material of closure{s)

(e:///C:/Users/d.mosca-esterno/Desktop/David/Kollant%208.1.1/Di%20-%20Rat%20...  20/08/2018




Pagina 5 di 16

Intended user (&.9. professional,
non-professional}

Gompatibility of the product with the proposed
packaging materials (Yes/No)

l.abelled or Printed Bag/Sack

fram
1.5Kg-to25kg

Plastic composite

“Prefabricated bags or serial
Production bags , both thermal welded

B Pr}:fessionah trained
v ;j{gfessw’onal

s

At

AL abelled or Printed Bag/Sack - with inner plastic
f'e‘) liner

#

from 1.5 Kg - ta 10 kg - max size inner liner 10 Kg

Plastic
composite

Frefabricated bags or serial production bags , both thermal
welded

Professional, trained professionat
Yes

Labelled Piastic
{HDPE) Bucket

from 1.5 Kg o 25 kg

Labelfed plastic (HDPE)
bucket

Rectanguiar or truncated cone bucket sealad

nt

Professional,
trained professional

Yes

LabelledPlastic (HDPE} Bucket-
with inner plastic liner

from 1.5 - fo 10 kg - max sizs inner
liner 10 Kg M

Labelled plastic bucket

Rectangular or truncated cone
bucket sealed

Professional, trained professional
Yes

Labelled
or Printed Carton sachet with plastic inner liner

from 1,5 - to 10 kg
single inner plastic bags of up fo 10 Kg each

. Carton + Plastic
compasite

-Prefabricated bags or serial production bags , both thermal
welded N

Professional, trained prefessional

Yes

tabelled or
Printed Cardbeard with inner plastic liner

1,5-10 kg
single inner plastic bags of up te 10 Kg each

Carten + Plastic
composite B

Prefabricaied cardboard

Professiond, trained
profassicnal

Yes

4.2.1. Use-specific instructions for use

The bait stations sheuld be visited at

least every 5 to 7 days at the beginning of the treatment and at least weekly

afterwards, in arder o check whether the bait is accepted, the bait stations
are intact and to remove rodent bodies. Re-fill balt when necessary

4.2.2. Use-specific risk mitigation measures

4.2.3. Where specific to the use, the particulars of likely direct or indirect effects, first aid instructions and emergency measures to protect the environmaent
When

placing bait stations close to water drainage systems, ensure that bait contact
with water is avoided.

4.2.4. Where specific to the use, the instructions for safe disposal of the product and its packaging

4.2.5. Where specific to the use, the conditions of storﬁge and shelf-life of the product under nermal conditions of storage

shelf life 24 months
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4.3. House mice and rats-professional-outdoor around building

Product type(s)

Where relevant, an exact
description of the authorised use
Fieli(s} of use

arcund building
Category(ies) of users

PT14 - Rodenticides (Pest
control)

Mot
relevant for rodenticides

Cutdeor

autdoor

Industriad, Professional

Target crganisms Scienttfic name Common name  Development stage
Rattus norvegicus  Brown Juveniles to
rat adults
Rattus Roof other Juveniles to
ratius rat adults
Mus House juveniles to
musculus mouse adulis
Application methed(s)
Method Bait application
Descriptian
Ready-to
use bait to be used in tamper-resistant bait stations
Rate: House mouse 40 gr of bait per bait poini. Rats:

60-100 gr of bait per bait point. if more than cne bait station is needed, the
minimum distance between bait stations should be of 5

metres
Ditution:

Timing: "

Pack sizes and packaging material

Minimum pack size of 1.5 kg up te 25 kg.

Where applicable

0%

L

mare than one bait station is needed, the minimum distance between bait stations

should be of 5 metres

Bait product of 10 or 20 gr
units

package is restricted to separalély packed bags with & maximum bag size of 10

kg.

Packaging material: plastic composite-triple layer (polyester/ PET

metipolysthylene)
Type of packaging

Sizelvelume of the
packaging

Material of the packaging

Type and
material of closure(s)

Intended user (g.g. professionad,
nan-professional)

Cormpatibility of the preduct with the proposed

packaging materials {¥es/No}
Labelled or Printed Bag/Sack

from
1.5 Kg-to25kg

Plastic composite

Prefabricated bags or serial
production bags , both thermal welded

Professional, trained
professional

Yes

Labelled or Printed Bag/Sack - with [nner piastic

liner

from 1.5 Kg - to 10 kg - max size inner liner 10 Kg

Piastic
compesite

Prefabricated bags or serial production bags , both thermat

welded
Professional, trained professional
Yes

|abelled Plastic
{HDPE} Bucket

from 1.5 Kg -to 25 kg

Labeiled plastic {HDPE)
buckat

Rectangular or truncated cone bucket sealed

Professional,
trained professional

Yes

LabelledPlastic Buckset- with inner
plastic liner

from 1.5 - fo 10 kg - max size inner finer 10

Kg
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1 ubsllad plastic {HDPE) bucket

Reciangular or
truncaled cone bucket sealed

Prolessional, trained
professlonal

Yes,

L.abefed or Prinfed Carton sachet with plastic
inner ner

.from 1,5 - ta 10 kg single inner plastic bags of up fo 10 Kg
‘kach

qn-)- Plastic composite

aﬁlﬁge'f:ﬁcaied bags or serial
hlﬁ';ﬁducﬁon bags |, both thermal welded

Professional, trained
professicnal

Yes

Labeiled or Printed Cardboard with inner plastic
liner

1,5-10 kg single inner plastic bags of up to 10
Kg each

Carton + Plastic composite

Prefabricated
cardboard

Professional, trained
professional

Yes
4.3.1. Use-specific instructions for use

Protect bait from the atmospheric
conditions {e.g. rain, snow, etc.). Piace the bail stations in areas not liable
to flooding.

- The bait stations should be visited [for mice

- at lsast svery 2 to 3 days af] [for rals - only 5 to 7 days after] the

beginning of the treatment and at least weekly afterwards, in order to check
whether ihe bait is accepted, the bait stations are intact and to remove rodent
bodies, Re-fill bait when necessary.

- Replace any baltina
bait station in which bait has heen damaged by water or contaminated by
dirt

4.3.2. Use-specific risk mitigation measures

Do
not apply this product directly in the burrows,
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4.3.3, Where specific o the use, the particulars of likely direct or indirect effects, first aid instructions and emergency measures to protect the environment

" When
piacing bait stations close to surface waters (e.g. rivers, ponds, water

. channels, dykes, irrigation ditches) or water drainage systems, ensure that bait

contacl with water is avoided..

a

4.3.4. Where specific to the use, the instructions for safe disposal of the product and its packaging

4.3.5. Where specific to the use, the conditions of storage and shelf-life of the product under normal conditions of storage

shelf life 24 months

4.4. House mice and rats -trained professionals-indoor

Praduct type(s} PT14
- Rodenticides (Past control)

Where relevant, an exact Not relevant for redenticides
description of the authorised use

Field{s) of use Indoor
indoor

Category(ies} of users Trained
professional

Target organisms Scientific name  Common name
Rattus rattus Roof

rat

Rattus Brown
norvegicus rat
Mus House
musculus moussa

Application method(s}

Method Bait application

Description
Ready-to-use

Development stage
ather juveniles ta
adults

juveniles to

adults

juveniles to

adults

bait to be used in tamper-resistant bait stations or covered and protected
baiting points as long as they provide the same level of protection for
non-target species and humans as tamperresistant bait

stations :

Rate: Bait praducts: - High infestation.
{B0-100) g of bait per haiting point. - Low infestation: (40-60) g of bail per
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baiting point. Permanent bating 60-100 gr of bait per balling
peint

Dilution: 0%

Timing:
Bait [
products: - High infestation; (60-100} g of bait per baiting paint. - Law
infestation: (40-80) g of bait per haiting point. Permanent bating 0-160 gr of
bait per balting point

Pack sizes and packaging material Bait product of 10 or 20 gr el
units
Minimum pack size of 1.6 kg up to 25 kg.

Where applicable
package is restricted to separately packed bags with a maximum bag size of 10
kg.

Packaging material: plastic composile-triple layer (polygster! PET
met/polyethytene}

Type of packaging

Size/volume of the
packaging

Material of the packaging

Type and
material of closure{s}

Ir user {e.g. pr ional,
non-professional)

Compatibility of the preduct with the propesed
packaging materials (Yes/No}

Labelled or Printed BagiSag.k*

from
1.5 Kg-to 25 kg

Plastic composite

Prefabricated bags or senial
production hags , both thermal weldgd

Professional, trained
professlonal

Yes

Labelled or Printed Bag/Sack - with Inner plastic
liner

from 1.5 Kg - to 10 kg - max slze inrer liner 10 Kg

Plastic
composite

Prefabricated bags or serial production bags , beth thermal
welded

Professional, trained professional
Yes

Labelled
Plastic (HDPE) Bucket

from 1.5 Kg -to 25 kg

Labelled plastic
{HDPE) bucket

Rectangular or truncated cone bucket
sealed

Professional, trained professional
Yes

LabelledPlastic
{HDPE) Bucket- with inner plastic liner

from 1.5 - to 10 kg - max size
inner finer 10 Kg

Labelled plastic (HDPE) .
bucket

Rectangular or truncated cone bucket sealed

Professional,
trained prefessional

Yes

Labelled or Printed Carten sachet with
plastic inner liner

from 1,5 - 1o 10 kg single inner plastic bags of up
to 10 Kg each

Carton + Plastic composite

Prefabricated bags or
seriaf production bags , both thermal walded

Professional, trained
professional

Yes

Labelled or Printed Cardboard with inner plastic .
iiner

1,5-10 kg single inner plastic bags of up to 10 Kg
a@ach I

Carton + Plastic composite
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Prefabricated
cardboard

Professional, trained
professional

Yes

4.4.1. Use-specific instructions for use

Remove the remaining product at the
end of treatment period

for permanent baiting:

Where

possibie, it is recommended that the treated area is revisited every 4 weeks at

‘the latest in order to avoid any selection of a resistant population.

iFollow any additional instructions provided by the relevant code of bast
ractice.

4.4.2. Use-specific risk mitigation measures

Where

possible, prior to the freatment inform any possible bystanders {e.g. users of
the treated area and thalr surroundings) about the rodent controt campaign [in
accordance with the applicable code of good practice, if any].

- Consider

preventive control measures (e.g. piug holes, remove potential food and drinking
as far as possible) to improve product intake and reduce the likefihood of
reinvasion.

- To reduce risk of secondary pojsening, search for and remove

dead rodents during treatment at frequent intervals, in line with the
recommendations provided by the relevant code of best practice.

- Do not

use the product in pulsed baiting freatments,

Products may only be used in
permanent treatments at those sites with a high potential for reinvasion when
other methods of cantrol have proven insutficient

in case of permanent
bafting:

Permanent balting is strictly limited to sites with a high

potential for reinvasion when other methods of control have proven insufficient.
The permanent baiting strategy shall be pericdically reviewed In the context of
integrated pest management {PM) and the assassment of the risk for
re-infestation

4.4.3. Where specific to the use, the particulars of likely direct or indirect effects, first aid instructions and emergency measures {0 profect the environment

When
placing bait points closa to water drainage systems, ensure that bait contact
with waler is avoided.

4.4.4, Where specific to the use, the instructions for safe disposal of the product and its packaging

. 4.4.5. Where specific to the use, the conditions of storage and shelf-life of the product under normal conditions of storage

sheifiife 24

months.

Usae specific conditions of storage and shelf-life of the product

under normal conditions of storage are not necessary when conditions of starage
and shelf-life of the product under normal conditions of sterage, as detailed in
the section "General directions for use {trained professionais)’, are

implemented.

4.5, Mice and rats-trained professionals-outdoor around buildings

Product typa(s) PT14 - Rodenticides (Pest .
control)
Where relevant, an exact Not '
description of the authorised use relevant for rodenticides
Field{s) of use Qutdoor
outdoer
around buiidings
Category(ies) of users Trained
prefessional
Target organisms Scienfific name  Common name  Development stage
Rattus rattus Roof other juveniles to
rat adults
Ratlus Brown juveniles to
narvegicus rat adults
Mus House juveniles to
rmusculus mouse adults

Application method(s)

Method Bait appiication

Description
Ready-fo-use
bail to be used in tamper-resistant bait stations o covarad and protected
baiting paints as long as they provide the same tevel of protection for
non-target species and hurpans as tamper-resistant bzit stations.
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Rate: Bail producls. - High infestation: (60-100) g of
bait per baiting peint. - Low infestation: {40-60) g of bait per baiting point.

Permanent bating 80-100 gr of bait per baiting

point

Dilution: 0%

Timing:

Bait

products: - High infestation: {60-100) g of baft per baiting point. - Low
infestation: (40-60} g of bait per baiting point. Permanent bating 60-100 gr of
bait per baiting point

Pack sizes and packaging material Bait product of 10 or 20 gr
units

Minimum pack size of 1.5 kg up to 25 kg.

Where applicable
package is restricted fo separately packed bags with a maximum bag size of 10
kg.

Packaging material: plastic composite-triple layer (polyester/ PET
metfpolyethylene)

e i
= -
Ty

Type of packaging

Sizefvolume of the
packaging

Material of the packaging

Type and
material of closure(s)

Intended user (&.9. professional,
non-professional)

Compatibitity of the product with the proposed
packaging materials {Yes/No)

tabelled or Printed Bag/Sack

from
1.5Kg-to25kg

Plastic composite

Prefabricated bags of sarial
production bags , both themmal welded

Professional, trained
professional

Yes

Labelled or Printed Bag/Sack - with Inner plastic
liner

from 1.5 Kg - to 10 kg - max size inner finer 10 Kg

Plastic
composite

Prefabricated bags or serial production bags , both thermal
welded

Prefessional, trained professional FEa

Yes o .

.abefled Plastic
(HDPE) Bucket ‘.

from 1.5 Kg -to 25 ky

Labelled plastic .
(HDPE)bucket

Rectangular or truncated cone buckst
sealed

Professional, trained professional
Yes

LabeledPlastic
{HDPE) Bucket- with inner plastic liner

from 1.5 - to 10 kg - max size
inner liner 10 Kg

Labeled plastic {HDPE} bucket '

Rectangular or
truncated cone bucket sealed

Professional, trained
professional

Yas

Labelled or Printed Carton sachet with plastic
inner liner

from 1,5~ to 10 kg single inner plastic bags of up to 10 Kg
each

Carton + Plastic composite

Prefabricated bags or serial
production bags , both thermal welded

Professional, trained
professional

Yes

Labelled or Printed Cardboard with inner plastic
liner

1,5-10 kg singfe inner plastic bags of up o 10
kg each
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Garton + Plastic composite

Prefabricaled
cardboard

Professional, trained
professional

Yes

4.5.1. Use.specific instructions for use

. Remove the remaining product at the
t-,gnd of treatment period

for’? permanent baiting:

ffssible, it is recommended that the treated area is revisited every 4 weeks at

', fhe latest in order to aveid any selection of a resisiant population.

" Follow any additional instructions provided by the relevant code of best
practice.

for application in covered and protected bait
points:

- For outdoor Use, baiting points must be covered and placed in
strategic sites lo minimise the exposure to non-target species,

- Follow

any additional instructions provided by the relevant cods of best
practice.

4.6.2. Use-specific risk mitigation measures

Where possibie, prior to the treatment

inform any possible bystanders (e.g. users of the treated area and their
surroundings) about the rodent control campaign [in accordance with the
applicable code of good praclice, if any}.”

- Consider preventive control

measures (e.g. plug holes, remove potential food and drinking as far as
possibie) to improve product intake and reduce the likelihood of reinvasion.
- To reduce risk of secondary poisoning, search for and remeve dead rodents
during treatmaent at frequent intervals, in line with the recommendations
provided by lhe relevant code of best practice.

- Do not use the product

in pulsed baiting treatments.

-do not apply this product direclty in the
burrows

-Products may only be used in permanent treatments at those sites
with a high potential for reinvasion when other methods of control have proven
Tnsufficient

in case of permanant baiting:

Permanent

baiting is strictly limited o siles with & high potentlal for reinvasion when
sther methods of control have proven insufficient. The permanent baiting
strategy shall be periodically reviewed in the context of integrated pest
management (IPM) and the assessment of the risk for re-infestaiion

4.5.3. Where specific to the use, the particulars of likely direct or indirect effects, first aid instructions and emergency measures to protect the environment

When

placing bait points close to surface waters (e.g. rivers, ponds, water channels,
dykes, irrigation ditches) or water drainage systems, ensure that bait cantact
with water is avoided.

4.5.4. Where specific to the use, the instructions for safe disposal of the product and its packaging .

4.5.5, Where specific to the use, the conditions of storage and shelfife of the product under normal conditions of storage

shelf life 24
months.

Use specific condilions of sterage and shal-lifa of the product

under normal conditions of storage are not necessary when conditions of storage
and shelf-life of the product under normal conditions of storags, as detailed in
the section 'General directions for use (trained professionats)’, are

implemented.

4.6, Rats-trained professionals-outdoor open areas

Praduct type(s) FT14 - Rodenticides (Past
control)
Where relevant, an exact Net
description of the autharised use relevant for radenticides
Field(s) of use Qutdoor
outdoor
opan areas t
Gategory(ies) of users Trained
professional
Target organisms Scientific name  Common name  Development stage
Rattus rattus

5
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Roof other juvenilas to 1

rat adults fiom
Rattus Brown juveniles to PINY
nervegicus rat adults

Application method(s} -
Method Bait appiication IRES
el
Description
Ready-to-use b
bait 1o be used in tamper-resistant bait statiens or covered and pretected
baiting points as long as they provide the same level of protection for
non-target species and humans as tamper-resistant bai slations.

Rate: Bait products: - High infestation: {80-100) g of
bait per baiting point. - Low infestation: (40-60) g of bait per baiting point.

Permanent bating 60-100 gr of bait per baiting i
point o
Diluticn: 0% .
Timing:

Bait

products: - High infestation: (60-100) g of bait per baiting point. - Low
infestation: (40-60) g of bail per baiting point. Permanent bating 80-100 gr of
bait per baiting point

Pack sizes and packaging material Bait product of 10 or 20 gr t
units |

Minimum pack size of 1.5 kg up to 28 kg. ; |

Where applicable :
package is restricted to separately packed bags with a maximum bag size of 10 N
kg, -

Packaging materiak plastic composite-triple layer (polyester/ PET
met/polyethylens)

Type of packaging

Sizefvolume of the i
packaging : |

Material of the packaging

Type and
material of closure(s)

tntended user {e.g. professional,
non-professional)

Compatibility of the product with the proposed
packaging materials {¥es/No)

Labefled or Printed Bag/Sack

from
1.5 Kg-1o 25kg

Plastic cornposite

Prefabricated bags or serial
production bags , both thermal weided

Professional, trained
professional

Yes

Labelled or Printed Bag/Sack - with inner plastic
ner

from 1.5 Kg - to 10 kg - max size inner iner 10 Kg

Plastic
composite

Prefabricated bags or serial production bags , both thermal
welded

Professional, trained professional

Yes

Labelled Plastic {HDPE) Bucketfrom 1.5 Kg -to 25 kg 3

Labelled Plastic (HDPE) BucketRectangular or
truncated cone bucket sealed

Professional, trained
professional

Yes

}.abedled Plastic {HDPE) Bucket-
with inner plastic liner

from 1.5 ~ to 10 kg - max size inner
liner 10 Kg

Labelled Plastic (HDPE) Bucket

Rectanguiar or truncated cone bucket
sealed

Professional, trained pr
Yes

Labelled or
Printed Carton sachet with ptastic inner finer

file:///C+/Users/d. mosca-esterno/Desktop/David/Kollant%208S.r./Di%20-%20Rat%20...  20/08/2018
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from 1,5 - to 10 kg
single inner piastic bags of up to 10 Kg each

Carton + Plastic
composite

Prefabricated bags or serial production bags , both thermal
welded

Professional, tralned professional
Yes

Labelled or
Printed Cardbeard with inner plastic liner

“1,5-10 kg
single inner plastic bags of up to 10 Kg each

Larton + Plastic
cofnposita
o

. Pn‘éfahr}caled cardboard

- Profassional, trained
professional

Yes

4.6.1, Use-specific instructions for use

Protect bait from the atmospheric

conditions. Piace the bait stations in areas not liable te flooding.

Replace any bait in baiting peints in which bait has been damaged by water or
contaminated by dirt.

~ Remave the remaining product at the end of

treatment period

- Follow any additional instructions. provided by the

relevant code of best practice. ’

for permanent
baiting:

Where possible, it is recommended that the treated area is

revisited every 4 weeks at the latest in crder to aveid any selection of a
resistant population.

Follow any additional instructions provided by the

relevant code of best practice.

for application in coverad
and protected balt points: N

- For autdoor use, baiting points must be

covered and placed in strategic sites to minimise the exposure to non-target
species.

- Fallow any additional instructions provided by the relevant code

of best practice.

4.6.2. Use-specific risk mitigation measures

Where passible, prior to the traatment

inform any possible bystanders (e.g. users of the treated area and their
- surroundings) about the rodent contraf campaign [in accordance with the
! :applicable code of good practice, if any].
- Consider preventive control
.measures {e.g. plug holes, remove potential foed and drinking as far as
possible) to improve product intake and reduce the likelirood of reinvasion.
- To reduce risk of secondary poisoning, search for and remove daad rodents
during treatment at frequent intervals, in ling with the recommendations
provided by the relevant code of bast practice,
- Do net use the product
in putsed haiting treatments.

-do not apply this product direcity in the
burrows

-Praducts may only be used in permanent treatments al those sites
with & high petential for reinvasion when other methods of control have proven
insufficiant

in case of permanent baiting:

Permanent

baiting is strictly limited to sites with a high potential for reinvasion when
other methods of control have proven insufficient. The permanent baiting
strategy shall be periodically reviewed in the context of integrated pest
management (|PM} and the assessment of the risk for re-infestation

Pagina 13 di 16

4.6.3. Where specific to the use, the particulars of likely direct or indirect effects, first aid instructions and emergency measures to protect the enviranmegnt

When

placing bait points close to surface waters (e.g. rivers, ponds, water channels,
dykes, irrigation ditches) or waler drainage systems, ensure that bait contact
with water is avoided.

4.6.4. Where specific to the use, the instructions for safe disposal of the product and its packaging

!
4.6.5. Where specific to the use, the conditions of storage and shelf-life of the product under normal conditions of storage

sheif life 24
manths,
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Use specific conditions of sterage and shelf-life of the product

under normal conditions of storage are not necessary when conditions of storage
and shelf-ife of the product under normal conditions of storage, as detailed In
the section “General directions for use (trained professionals)”, are

implemented.

5. General directions for use

5.1. Instructions for use

Read and follow the
product information as well as any information accompanying the produst or
provided at the point of sale before using it.

- Carry out

pre-baiting survey of tha infested area and an on-site assessment in order o
identify the rodent species, their places of activity and determine the likely
cause and the extent of the infestation.

- Remove food which

is readily attainable for radents (e.g. spilled grain or food waste). Apart from
this, do not clean up the infested area just before the treatment, as this only
disturbs the rodent population and makes bajt acceptance more difficult o
achieve.

- The product should enly be used as part of an
integrated pest management (IPM) system, including, amongst others, hygiene
measures and, where possible, physical methods of cantrol,

-Consider L

preventive control measures’{s.g. plug holes, remove potential food and drinking
as far as possibie) to improve product intake and reduce the lkelinood of
reinvasion.

- Batt stations should be placed in the immediate
vicinity of places where rodent aclivity has been previously observed (e.g.
travel paths, nesting sites, feedlots, hales, burrows stc.).

- The product should be placed in the immediate vicinity
of places where rodent aclivity has been previously expiored {e.g. travel paths,
nesting sites, feedlots, holes, burrows etc ),

- Where
possible, bait stations must be fixed to the ground or other structures.

- Bait stations must be clearly labeiled to show they
contain radenticides and that they must not be moved or opened (see section 5.3
for the infermation to be shown on the label).

- When the

product is baing used in public areas, the areas treated should be marked during
the treatmeant period and a notice expiaining the risk of primary or sscondary
polsoning by the anticoagulant as well as indicating the first measures to be
taken in case of poisoning must be made available alongside the baits,

- Bail should be secured so that it cannot be dragged away fromthe  *
balt station.

- Place the product out of the reach of
children, birds, pets and farm animals and other non-target animals.

- Place the product away from foed, drink and animal feeding stuffs, as
well as from utensils or surfaces that have contact with these.

- Wear protective chemical resistant gloves (rubber) during product
handling phase

- When using the product do net eat, drink or
smoke. Wash hands and directly exposed skin aftar using the product.

- The freguency of visits to the treated arga should be at the

discretion of the operator, in the light of the survey conducted at the outset

of the freatment. That frequency should be consistent with the recommendations.
provided by the relevant code of best practice.

- If baft

uptake Is low relative to the apparent size of the infestation, consider the
replacement of bait peints to further places and the possibllity to change to
ancther bait formulation.

- If after a treatment period of 35

days baits are contlnuad to be consumed and no decline in rodent activity can be
observed, the likely cause has to be determined. Where other elements have heen
excluded, it is likely that there are resistant rodent so consider s use of a
non-anticoagutant redenticide, where available, or a more potent anticoagutant
rodenticide. Also consider the use of traps as an altemnative contral

measure.

Pagina 14 di 16
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_Remove the remaining bait or the bait stations at
the &nd of the treatment period

5.2. Risk mitigation measures

Where possible, prior to the traatment inform any possible bystanders about the
rodent control campaign

4
- The pipduct information {i.e.
label ardidr leaflet) shall clearly show that the product shall oniy be supplied
t:'vrofessional users holding certification demonstrating compliance
pp!icabla training requirements {e.g. "for trained professionals

- Do not use in areas whers resistance to the aclive
substance can be suspected.

- Products shall not be used

beyond 35 days without an evaluation of the siate of the infestation and of the
efficacy of the treatment uniess authorised far permanent balting

treatments.

- Do not rotate the use of different

anticoagulants with comparable or weaier potency for resistance management
purposes. For ratationai use, consider using a non-anticoagulant rodenticide, if
available, or a more potent anticoagulant.

- Do not wash the
bait stations ar utensils used In covered and protected bait points with water
between applications.

- Dispose dead rodents in accordance
with lacal
requirements.

Pagina 15 di 16

5.3. Particulars of likely direct or indirect effects, first aid instructions and emergency measures to protect the environmer

This product

contains an anticoagulant substance. If ingested, symptoms, which may be
delayed, may include nosebleed and bleeding gums. in severe cases, there may be
bruising and blood present in the faeces or urine.

Antidate: Vitamin K1 administered by medicaliveterinary personnel only.
- In case of:

- Dermal exposure, wash
skin with water and then with water and soap.

b *
<Eye
exposure, rinse eyes with eyes-rinse liguid or water, keep eyes lids open at
vlgast 10 minutes.

- Crat exposure, rinse mouth carefully

wilh water. Never give anything by mauth to unconscious persen. Do not provoke
vomiting. If swallowed, seek medical advice immediately and show the product's
cantainer or label. Contact a veterinary surgeon in case of ingastion by a pet

- Bait stations must be labelled with the following

information: "do not mave or open”; "contains a rodenticide”; "product name or
authorisation number"; "active substance(s)' and "In case of indidenl, call 2
poison centre

- Hazardous to wildlife.

5.4. Instructions for safe disposal of the product and its packaging

-At
the end of the treatment, dispose the unealen bait and the packaging in
accordance with local requirements

5.5. Conditions of storage and shelf-life of the product under normal conditions of storage

Store Ina dry,

coal and wall ventilated piace, Keap the container closed and away from direct
sunlight.

Store in places prevented from the access of childran, birds,

pets and farm animals.

Shelf life: 24

months |

6. Other information
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Because

of their delayed mede of action, anticoagulant rodenticides may take from 4 to

10 days to be effective after effective consumption of the bait,
- Rodents

can be disease carmers. Do not touch dead rodents with bare hands, use gloyes
of use teols such as tongs when disposing them,

8
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- This product contains & &
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